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APPELIANT'S BRIEF 

Defendant appeals from a judgment of "Permanent 
Injunction" of the United States District Court for the 
Eastern District of New York (John F. Dooling, Jr., J.) 
entered July 18, 1974, which, presumably, supersedes a 
final judgment of "Permanent Injunction" of the same 
Court (by the late Rosling, J.) entered two years pre- 






viously, on July 18, 1972, which was affirmed by this 
Court (485 F 2d 677) and certiorari of which was denied 
by the Supreme Court ( 94 3.C.1938,4/15/74). 

The July 18, 1974 judgment is far more drastic 
and extensive than the judgment of July 18, 1972. The 
latter had reserved to the Court jurisdiction “for the 
purpose of enforcing or modifying this Permanent In¬ 
junction, and for the purpose of granting such addition¬ 
al relief at the instance of any of the parties as may 
hereafter appear necessary or appropriate". 

THE ISSUES 

Manifestly, the issues on this appeal are; 

1. Did the Court have power to enter a new judgment 
containing additional and different restraints, 
impositions and requirements? 

2. Did the Court have power to do so in the absence 

of evidence and findings of vital changes of cir¬ 
cumstances? 

3. Assuming some modicum of power, was there new evi¬ 
dence and are there new findings which justify the 
alterations and importations of the new judgment? 

4. Are the new provisions authorized by or reconcil¬ 
able with the Federal Food, Drug and Cosmetic Act? 







Appellant contends that the answer to each of those 
questions is no. 


THE CASE 


This action was commenced In 1968. It was tried 
between June 1971 and February 10, 1972. A decision of 
41 pages followed on June 9, 1972, which incoporated by 
reference earlier interlocutory findings and conclu¬ 
sions set forth in writings aggregating over 80 pages. 

A final judgment of "Permanent Injunction", dated July 
15, 1972 was filed July 18, 1972. That judgment was 
affirmed by this Court on October 24, 1973 (485 F 2d 

677). On April 15, 1974, the Supreme Court denied a 
petition for certiorari (94 S.C.1938). 

On August 1. 1973, the plaintiff instituted a 
criminal contempt proceeding against the defendant and 
two of its officers, charging that they violated the 
injunction of July 18, 1972 in a number of respects 
and the preliminary injunction in one respect - all 
between July 19, 1972 and September 25, 1972 (65A-67A, 
76A-83A, 85A-86A)*. That contempt proceeding was 
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tried before Judge John F. Dooling, Jr. and a jury on 
April 8 through April 12, 1974 and was dismissed at the 
end of the Government's case (93A-95A). 

Nowhere is there a claim or suggestion of any 
conduct after September 1972 on the part of the defend¬ 
ant or its personnel inconsistent with scrupulous ob¬ 
servance of the injunction. 

Judge Dooling, however, expressed the view that 
the terns of the judgment should be clarified to make 
its terms more definite and certain so as to eliminate 
a repetition of controversy as to the meaning of the 
injunctive provisions. Upon consent of the parties, 
further hearings were held on April 15 through 18 and 
on April 22. After receiving memoranda from the par¬ 
ties, Judge Dooling, on May 7, 1974, filed a 39-page 
"Memorandum Incorporating Findings of Fact and Order" 
(65A-102A). 


That order directed that "proposed modifying 
paragraphs" [modifying the July 1972 judgment] "with¬ 
in limits indicated by the sense" of his decision, "be 
settled on notice" (99A). The parties submitted radi¬ 
cally different proposed judgments - the plaintiff a 12 
page document (104A), the defendant a 5 page proposal. 







I 

There eventuated the 13 page "Permanent Injunction" 
which is the subject of this appeal (125A-138A, 141A). 

I 

./Significant Diffe rences Between the Two Judgments 

1. The 1972 31/2 page judgment (61A-63A) re¬ 
lated exclusively to the labeling or branding of. a de¬ 
vice described as "an electromagnetic generator similar 
to conventional medical diathermy but differing from it 
in that its output is pulsed and in that it lacks the 
energy output of conventional medical diathermy" (61A) 
and permanently enjoined" the defendant and its offi¬ 
cers, etc. "from violating 21 U.S.C. 331(a) and (k) by 
directly or indirectly" "causing to be shipped, sold, 
leased, introduced or delivered for introduction into 
interstate commerce, or otherwise disposed of", any 
such device, "in whole or in part, assembled or unas¬ 
sembled, unless and until the said defendant assembles 
the scientific evidence on which labeling of the de¬ 
vice is to be based, the defendant prepares the label¬ 
ing in full conformity with the Federal Food, Drug, and 
Cosmetic Act and regulations thereunder, specifically 
21 CFR 1.106, and the defendant submits such evidence 
and labeling to the Food and Drug Administration and ob¬ 
tains approval thereof in writing" (61A-63A). 





The 1974 judgment (125A-138A) extends the pro- ' 
hlbltlons «~o. and includes therein, devices with all the 
energy output of conventional medical diathermy and pro¬ 
hibits thedefendant from interstate shipping of such de¬ 
vices "both in whole or in part, whether assembled or 
unassembled and components, parts, accessories, assemb¬ 
lies ano subassemblies, usable or adaptable to create 
defined devices or to convert other devices into defin¬ 
ed devices" (at 126A-128A) " unless and until the said 
defendant assembles adequate scientific evidence on 
which labeling of said prohibited devices is to be based, 
the defendant prepares the labeling in full conformity 
with the Federal Food, Drug, and Cosmetic Act and regu¬ 
lations thereunder, specifically 21 CFR 1.106(d), and 
the defendant submits such evidence and such proposed 
labeling to the Food and Drug Administration . Rockville, 
Maryland, and obtains approval thereof in writing: ..." 
(at 130A). 

It does so by specially and broadly defining 
the terms "devices" (Section 11(B) at 126A),by adopt¬ 
ing and defining a term "prohibited device" to include 
any device which has such capabilities (Section 11(E) 
at 126A-127A) and by Sections III and IV (at 127A-135A) 
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which contain the conditions precedent just quoted. 

In contrast,all other manufacturers and distributees 
freely market interstate conventional diathermy de¬ 
vices whether or not and regardless of how pulsed 
with sta ndard extensive therapeutic claims (see 107A- 
112A, 114A-119A, 122A-124A). 

2 * The 1974 judgment innovately incorporates 
a provisio n not contained in the 1972 judgment , reading 
"any of such prohibited devices in the possession of 
any practitioner licensed by law to use or order the 
use of any of said prohibited devices shall be deemed 
to be held for sale" (Section III(B) at 129A). There¬ 
by the Court has amended the statute to extend FDA's 
and the Court's authority and jurisdiction (see infra 
pp.43-4. 

3. The 1974 judgment, unlike the 1972 judgment, 
mandates that the defendant shall " cause the prohibited 
devices of Section 11(E)(2) heretofore introduced or 
delivered for introduction into interstate commerce and 
all labeling accompanying sa£3 prohibited devices ... to 
be returned to the possession of the defendant ... at 
defendant s expense" and that defendant prepare and 
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deliver to FDA lists of the devices thus returned, of • 
the"devices unavailable to be returned" together with 
the reason for [their] unavailability" and of the 
"returned labeling" (Section IV(D)(1) and (2) at 133A- 
134A; emphasis added). 

4. The 1974 judgment, unlike the 1972 judg¬ 
ment, requires the defendant: to "determine whether to 
attempt to bring the said returned devices into compli¬ 
ance with the law by relabeling or modification" if and 
as approved by the FDA, or "whether to destroy or sal¬ 
vage (for other than device purposes) the said return¬ 
ed devices"; to notify FDA of its election; and "not 
commence such destruction or salvaging operatic ns un¬ 
til it [defendant] has received authorization in writ¬ 
ing to do so from" the FDA (Section IV(D)(3)(a) at 134A). 

Moreover, the 1974 judgment adds: "the defendant 
shall under no circumstances whatsoever ship, sell, of¬ 
fer for sale, or otherwise dispose of any part of said 
returned devices until duly authorized representatives 
of the Food and Drug Administration shall have had free 
access thereto in order to make any examination or in¬ 
spections that are deemed necessary, and shall in writ- 
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ing have released said devices for shipment, sale or 
other disposition" (Section IV(D)(3)(b) at 134A-135A). 

5 * The WA judgment, unlike the 1972 judgment, 
requires the defendant to inform FDA of the location of 
each of the office^, plants, factories, warehouses, 
storage facilities, or other establishments used by the 
said defendant for the manufacturing, assembling, pro¬ 
cessing, packing, transporting, or holding of any de¬ 
vice or which is used by the said defendant to hold any 
equipment, finished and unfinished materials, contain¬ 
ers, labeling, records, files or other papers bearing 
on the manufacturing, assembling, processing, packing, 
transporting, or holding of any devices; and shall there¬ 
after submit notice in writing to the Food and Drug Ad¬ 
ministration, Rockville, Maryland, as to each disposi¬ 
tion or acquisition of such establishments within 10 days 
of each such occurrence" (Section V(A) at 135A). 

6. The 1974 judgment, unlike the 1972 judgment, 
mandates the defendant also to grant FDA "free access" to 
any of its establ ishments "at reasonable times during 
regular working hours, within reasonable limits and in a 
reasonable manner to inspect such establishment and all 
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pertinent equipment, finished and unfinished materials, 
containers, and labeling therein; and such inspection ’ 
may include c opying and photograp hin g and shall also 
extend to all things therein (in cluding records, flip* 
gag ers, processes and facilities ) bearing on whether 
any prohibited devices have been or are being manufac¬ 
tured, assembled, processed, packed, transported, or 
held in place." (Section V(B) at 135A-136A). 

7. The 1972 judgment directed the defendant, 
within 30 days, to send a copy of the judgment "to 
each and every person known to the defendant to have 
purchased, leased or have in his possession a Diapulse 
device" and also to other categories of persons there¬ 
in specified and to "advise plaintiff of the name and 
address of every person so notified'' (63A-64A). 

_Although th at was done T (see 99A) 

the 1974 judgment requires the defendant, within 30 days 
of the entry of the judgment, to submit to FDA a form of 
notice to accompany a copy of the 1974 judgment and with¬ 
in 30 days after FDA’s approval of such a notice to send 
a copy thereof together with a copy of the 1974 judgment 
to each of the same persons and to "advise in writing the 
United States Attorney ... of the name and addresses of 
each such person so notified" (Section VI at 136A-137AJ. 
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The Sole Clarification 

The sole digression from the 1972 judgment 
which may be at all helpful to the defendant is a pro¬ 
vision which expressly excludes from the prohibitions 
of the judgment "shipment or other delivery for inves¬ 
tigational or research purposes" (Section IV(C) at 
131A-132A) . But even th at is circumsc-HhoH b y the re¬ 
quirement of advance submissions to the FDA of minute¬ 
ly detailed information of the proposed investigation 
or research project and of by whom (with all their pro¬ 
fessional qualifications), where, when, how, and how 
long the project will be conducted and that periodic 
and final reports be furnished to FDA. There is the 
further provision that if the FDA disapproves, the 
plaintiff may apply at the foot of this injunction 
(pursuant to Section VII) for an order specifically 
extending the prohibitions of this injunction to such 
shipment or delivery" (131A-132A) 

The Common Provision in Both Judgments 

The 1974 judgment, like the 1972 judgment, re¬ 
tains jurisdiction in the court "for the purpose of en¬ 
forcing or modifying this Permanent Injunction, and for 



the purpose of granting such additional relief at the 
instance of any of the parties as may hereafter appear 
necessary or appropriate" (64A, 137A). 


The Effects of the Change s and AddiM nmc 

1- As indicated at pages 5-7 supra . the effect 
of Sections Il-lv of the 1974 judgment (at 125A-131A) 
is to add to the prohibition of the marketing of Dia- 
pulse or any other athermal modality unless and until 
the labeling thereof is approved by the FDA, like pro¬ 
hi bition of modalities which have all the thpTma1 
caE abilities of so-called con v entional diathe^. 

Thereby the defendant is prohibited from marketing in¬ 
terstate a device which freely is marketed by a sub¬ 
stantial number of concerns without clearance or ap¬ 
proval and Without hindrance by the FDA and without re¬ 
quiring from any of them "adequate scientific evidence" 

in support of their numerous standard therapeutic 
claims (107A-112A). 

That is accomplished by expanding the injunc- 
tion to any device unless it 

is capable of raising the temperature of 
human tissue at a depth of 2 inches in the 
thigh muscle of living human subjects from 
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a core body temperature of 98.6° F to 104°F 
in 20 minutes or less at a majority of its 
operational settings; and (3) the said device 
is capable of raising the temperature of hu¬ 
man tissue at a depth of 2 inches in the 
thigh muscle of living human subjects to a 
range of temperatures of 104°F to 113°F at a 
series of readily selected settings of the 
said device (Section 11(E)(3) at 127A). 

2. The effect of Section III(B), at 120A, is 
pointed out at page 7 supra . 

3. The provision that defendant shall"cause" 
the return to the defendant, at its expense, of all 
Diapulses heretofore shipped interstate [during the 
past 15 years or so], by whomsoever and wheresoever 
now owned or held - some 4,000 or so (see 67A). 
obviously imposes upon the defendant a tremendous ex¬ 
pense including the maintenance of extensive storage 
facilities. These are to be converted, if FDA ap¬ 
proves, or destroyed. At whose expense such conver¬ 
sion is to be accomplished is not specified. What 
liability defendant will incur by failing to convert 
is not spelled out. Surely, an avalanche of.litiga¬ 
tion is likely to follow. 

4. The "free access" provisions, noted at 
pages 9-10 supra, deny, - the defendant the protection 
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against, and immunity from, "unreasonable searches and 
seizures' 1 of the Fourth Amendment to the Constitution 
of the United States. It also disregards the limita¬ 
tions which Congress so carefully put into Section 374 
of the Food, Drug and Cosmetic Act (see infra pp. 45-50). 

5. The provision for mailing of notice (ap¬ 
proved by the FDA) and a copy of the judgment "to each 
person known to the defendant to have purchased or 
leased, or to have in his possession, any of said pro¬ 
hibited devices", within 30 days after receipt of FDA's 
approval of the notice and to furnish lists of those 
to whom the notice and judgment are mailed (Section VI, 
at 136A) imposes still an additional burden on the de¬ 
fendant . 


PREVIOUS DECISIONS 

This case was before this Court in 457 F 2d 
25 (1972) and in 485 F 2d 677 (1973) Cert, denied 94 
S.C.1938, 4/15/74. 

A related seizure case was before this Court 
in 389 F 2d 612 (1968), Cert, denied 392 U.S. 907. 

Somewhat related other cases which have been 
passed on by this Court are Diapulse Corporation of 
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America v. The Bi rcher Corp .. 362 F 2d 736 (1966), 
pet. for cert, dismissed 385 U.S. 801; and Diapulse 
Corporation of Ame rica v. Federal Food and Prut* Ad¬ 
ministration . F 2d , 5/9/74. 

THE PERTINENT STATUTES AND RULES 

Amendment of, and relief from, judgments or 

orders are provided for in FRCP 50(b), 52(b), 59 and 
60. 


Rule 50(b) entitled 'Motion for Judgment Not¬ 
withstanding the Verdict" has no relevance to this 
appeal other than furnishing a contrast to Rule 60(b). 
A motion thereunder must be made "Not later than 10 
days after entry of judgment". The moving party 

"may move to have the verdict and judgment en¬ 
tered thereon set aside and to have judgment 
entered in accordance with his motion for a 
directed verdict. ... the court may allow 

the judgmc.it to stand or may reopen the judg¬ 
ment and either order a new trial or direct 
the entry of judgment as if the requested 
verdict had been directed." 


Additional ancillary powers are set forth in section 
(c). 


Rule 52(b) provides, so far as relevant to 
the consideration of this case: 
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(b) Amendment. Upon motion of a party made 
not later than 10 days after entry of judg¬ 
ment the court may amend its findings or 
make additional findings and may amend the 
judgment accordingly. ..." 

Rule 59, entitled "New Trials; Amendment of 
Judgments" provides, in part, as follows: 

"(a) Grounds. A new trial may be granted 
to all or any of the parties and on all or 

°5 th f issues (i) in an action in which 
there has been a trial by jury, for any of 

the reasons for which new trials have hereto¬ 
fore been granted in actions at law in the 
courts of the United States; and (2) in an 
action tried without a jury, for any of the 
reasons for which rehearings have heretofore 

r?u 8r fr n 5 ed in suits in ea - uit y in the courts 
o the United States. On a motion for a 

trial in an action tried without a jury the 
court may open the judgment if one has been 
take addit i°nal testimony, amend 
findings of fact and conclusions of law or 
make new findings and conclusions, and direct 
the entry of a new judgment. [Emphasis added] 

***** 

(?) . 0n initiative of Court. Not later 

th_an 10 days after en try of ludeme^T VhP- 

court of its own initiative may order a new 
rial for any reason for which it might have 
granted a new trial on motion of a party. 

After giving the parties notice and an op¬ 
portunity to be heard on the matter, the 
court may grant a motion for a new trial 
timely served, for a reason not stated in 
the motion. In either case, the court shall 
specifyin the order the grounds therefor. 
LEmphasis added] 


/ 



(e) Motion to Alter or Amend a Judgment. 
motion to alter or amend the iudgment 

entrv 

°-- the .judgment." ^Emphasis added] " — y 


Rule 60, in its entirety, provides as fol¬ 
lows : 


Relief from Judgment or Order 

in 1ud £ ™^fp 1Cal J M1StakeS ' Clerlcal mistakes 
judgments, orders or other parts of the 

si 2 ht d or nd i rr ° rS therein arising from over- 
sight or omission may be corrected by the 

on U thp at tl 5 e ° f itS OWn init iative or 
norinf m °£ ion of fl ny party and after such 

thP ’/ f any i 33 the court orde «. During 

be so r dSnCy i- 0 5 u n appeal » such mistakes may 

in the !nn e n e r ” the appeal ls docketed 
in the appellate court, and thereafter while 

the appeai is pending may be so corrected 

with leave of the appellate court. 

lect^Mp!^™ 63 ’ Inadverte nce; Excusable Neg- 
nnrf ly ° iscovered Evidence; Fraud, etc. 

On motion and upon such terras as are just, 

t he court may rel ieve a party or his legal 
representative Wa final id^pnt- 

m P M?^k inS ( f °T the taHowing^easonsr ’ 
Clj mistake, inadvertence, surprise, or ex- 

den 5 (2) newl y discovered evi- 

dence which by due diligence could not have 
been discovered in time to move for a new 

WpJo^ er / UlG . 59(b); < 3 > fraud (whether 
heretofore denominated intrinsic or extrin- 

of an ^ srepresentati on, or other misconduct 
?5Whp Par u Y; (4) the judgment is void; 

^ b6en sati -sfied, released 

it is baseSTh’ °k 3 Prl ° r judgment u P° n which 
cated b or ?t h f S bee ? reversed or etherise va- 
cated, or it is no longer equitable that the 

judgment should have prospective application; 
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£ < 6 > other reason justifying relief 
from the operation of the judgment. The 

timp° n S 5 a i 1 bG 1113(36 wlthin a reasonable 
time, and for reasons (1), (2), and (3) 

not more than one year after the judgment 

order or proceeding was entered or taken* 

A motion under this subdivision (b) does 

not affect the finality of a judgment or 

* ° p6ra ^ ion - This rule does not 

i^n S® P ° Wer . of a court to entertain an 
independent action to relieve a party from 

a judgment, order, or proceeding, or^o 

grant relief to a defendant notactLny 

28 rS u n q 1 r y 38 provided 1x1 Title 

U - S - C ; 5 1655 » or to set aside a judg¬ 
ment for fraud upon the court. Writs of° 

COram Vobis » audita querela, 

of a bill 8 nf rev - ew and buis in the nature 
°£* blU ° f review, are abolished, and the 

procedure for obtaining any relief fr om a 
j udgment shall be by motion as prescribed in 

an lndependent 


Substantively, the 1974, as the 1972, judg¬ 
ment is under and purportedly in enforcement of the 
Food, Drug and Cosmetic Act (Title 21 of the U.S. 

Code). The following provisions of that Act are 
pertinent: 


For the pur- 


§ 321 Definitions; generally, 
poses of this chapter 

***** 

(h) The term ’device' (except when used 
in paragraph (n) of this section and in sec 
tions 331(1), 343(f), 352(c), and 362(c) of 
this title) means instruments, apparatus and 
contrivances, including their components,’ 
p ' r l*> aad accessories, intended (1) f or use 
in the diagnosis, cure, mitigation, treatment 
or prevention of disease in San or othef ’ 
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animals; or (2) to affect the structure or 
^function of the body of man or other a „i- 

$331. Prohibited acts 

are p^ibitfd?"^ "* Che CaUSln « thereof 

( a ) The introduction or delivery for in 
troduction into interstate commerced any 

terated™ 8 ' ? e ^ lce or cosmet ic that is adul- 
terated or misbranded. 

***** 

.'P The refusal to permit entry or in- 
spection as authorized by section 374 of this 

* * * * * 

fin (k) i^? he alterat *on, mutilation, destruc- 

any n pa« of^SU^r^orlhfd 

any other act with respfct to" 

sffsFiilT? 5 

tne first sale) after shipment in interstate 
commerce and results in such article bei™ 
adulterated or misbranded." ® 

of 3 courts nJUnCti ° n Procoedln « s - Jurisdiction 

1^]? ^ Provisions^of ZSLXZ'g 
section" P Paragraphs (h)-(j) of said 


"5334. Seizure - Grounds and jurisdiction. 

* * * * * 
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(d) (1) Any food, drug, device, or cosme¬ 
tic condemned under this section shall, after 
entry of the decree, be disposed of by destruc¬ 
tion or sale as the court may, in accordance 
with the provisions of this section, direct and 
the proceeds thereof, if sold, less the legal 
costs and ( -arges, shall be paid into the Treas¬ 
ury of the United States; but such article shall 
not be sold under such decree contrary to the 
provisions of this chapter or the laws of the 
jurisdiction in which sold: ..." 


§352. Misbranded drugs and devices. A drug 
or device shall be deemed to be misbranded 

( a ) If its labeling is false or mislead¬ 
ing in any particular. 

***** 

(f) Unless its labeling bears (1) adequate 
directions for use; ..." 


"§374. Inspection - Right of agents to enter; 
scope of inspection; notice; promptness; exclu¬ 
sions. [Reproduced at pages 48-50 infra] 


Pertinent also is the following provision in 

21 CFR: 

"1.106 Drugs and devices; directions for use 

***** 

(d) 

***** 

(3) Labeling on or within the package 
from which the device is to be dispensed 
bears information for use, including indi¬ 
cations, effects, routes, methods, and fre¬ 
quency and duration of administration, and 
any relevant hazards, contraindications, 
side effects, and precautions under which 
practitioners licensed by law to administer 
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the device can use the device safely and for 
the purpose for which it is intended, includ¬ 
ing all purposes for which it is advertized 

informaM 6nCed '' P^Si dfid. however , that such 
information may be omitted from the dispens¬ 
ing package if, but only if, the article is 

'- ™: !rt“ hi ? t dlreCtlons ' hazards, „am- 
Ss. anu other information are commonly 

the™evice ra ? Ci “° nerS Ucensed b y ^w to use 


argument 


I 


55 oi S I RICj ‘ C0URTS » AFTER the pass¬ 
ing OF THE 10 DAY AND 20 DAY PERIODS 
PROVIDED IN FRCP 50, 52 and 59 aS 

VvYruro-r P0WfiR T0 ALTER final judgments 
(EXCEPT TO CORRECT CLERICAL MISTAKES) 

g™™ T0 vacate them, in™ or 


(!) Verbal ConnotaMrm 


As appears at pages 15-18 supra, Rule 60, as 
amended in 1946, is the only rule which deals with 
amendment of final judgments after the expiration of 

the 10 and 20 day periods provided for in Rules 50, 
52 and 59. 


It is noteworthy that Rules 50, 52 and 59, 
notably the latter, say that the courts may •' open 
Judgment ..., take additional testimony, amend 
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f inding s of fact and conclusions of law or make new 
f indings and conclusions, and direct the entry of a 
ne w judgment/ ', and Rule 60(a), in referring to "der¬ 
ide errors", uses the words "may be corrected " (em¬ 
phasis added], In marked contrast, Rule 60(b) does 
n ot contain, in any form , the verbs "amend", "alter", 
"make new findings and conclusions", "direct the en¬ 
try of a new judgment". 

Rule 60 is captioned " Relief from judgment 
or order" [emphasis added]. Subdivision (a) thereof 
relates only to "clerical errors"; it provides that 

they "may be corrected" and stipulates no time limi¬ 
tations . 

Subdivision (b), however, concerned with 
substantive changes, very restrictively provides: 

"On motion and upon such terms as are just 
the Court may relieve a party or his legal 
representative from a final judgment , order 

or proceeding for the following reasons: 

• • • • 

We all know that "relieve from" does not 
mean also "add to",just as we know that subtract 
does not mean also add. There is no ambiguity in 
the meaning of the phrase "relieve from". The dic- 
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tionaries define "relieve" to mean "to free from a bur 
den ... to bring about ... removal or alleviation ..., 
make less burdensome or afflicting, mitigate, lessen, 
alleviate ... to set free from an obligation, condi¬ 
tion or restriction ... to ease of an imposition, bur¬ 
den, wrong, or oppression by judicial or legislative 
interposition ..." (Webster's Third New International 
^ lQnar * - Unabridged); "to ease; lighten, reduce, 

... to free ... to set free from a burden, obligation" 
( Webster's New World Dictionary^ . 

As synonyms, Webster's New International 
lists "alleviate, lighten, assuage, mitigate, allay". 

(2) Historical Context 

Were the authors of the 1946 reformulation of 
Rule 60(b) careless or unmindful of the meaning of "re¬ 
lieve from"? What was their intent? 

Moore's Federal Practice, i n Volume 7 of the 
Second Edition, answers that in over 300 pages devoted 
to the history of the 1946 amendments, the reasons 
therefor, the purposes thereof and their effect in the 
light of their legal lineage. The following brief 
synopsis may be helpful. 
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The common law and equity remedies which were 
available prior to the Federal Rules "afforded sub¬ 
stantial rglief from judgments at law and in equity 
in certain limited situations” ( pp . 75-6; emphasis 
added). Original Rule 60(b), in effect and as con¬ 
strued, preserved the substance of those complex an¬ 
cient remedies inherited from English law (pp. 77-91) 
and shrouded in ancient lore and mystery (p. 208). 
Thus construing the Rule as preserving the substance 
of tne old remedies in a new procedure, the courts 
applied those remedies to the extent and in the cir¬ 
cumstances that relief was awardable under their com¬ 
mon law and equity powers before 1939 (pp. 77-81; 
Wallace v. United States. 142 F 2d 240, 242-5, 2d Cir. 
1944). The effect was "merely to recognize a power 
already existing; not to create or to enlarge the old 

ones" (Fraser v. Doing, 130 F 2d 617, 622, C.A.D.C. 
1942). 

As thus construed and applied, original 60(b) 
"operated reasonably well" (p. 91). However, because 
it lacked exclusivity, it "was most deficient" (p. 91 ), 
and after several years of intense research and delib- 
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eration by the Advisory Cormr.ittee,present Rule 60(b) 
was evolved and came into effect in 1946 (pp.201-10). 
The Committee concluded - it deemed it "obvious that 
the rules should be complete ... and define the prac 
tice with respect to any existing rights or remedies 
to obtain relief from final judgments" (p. 207, 
quoting from the Committee's 1945 Note);hence, should 
be amended to "permit, either by motion or by inde¬ 
pendent action, the granting of various kinds of re¬ 
lief from judgments which were permitted in the fed¬ 


eral courts prior to the adoption of these rules" 

(p. 201, quoting from the Advisory Committee's 1946 
Note). Moore's concludes: 


'It is fair to say that amended 60(b) evolved 
slowly; that it is the product of cirSSl 

?t“?s r^ Pa “ °i , the Co ™ ittee ; Md that 
? deliberate balancing of the compet- 

g principles of finality and relief from 
unjust judgments" (p. 203). 


At pages 340-341 Moore's says: 


"frrU ^ e , 60(b > states the basis for relief 
om a judgment; and thus operates both as 
a grant and limitation npnr. r ^,~ r nf thr 

district court to give relief from a final 
judgment [Emphasis added]. 


The revision of the Rules in 1946 had 
among other objectives, achievement and * 
balancing of two general purposes that are, 
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at least in part, competing and conflicting: 

(1) to buttress the finality of judgments; 
and (2) to provide ample and proper grounds 
for relief from final judgments. Relative 
to the second purpose. Rule 60 was amended 
extensively to clarify the former practice 
and to state clearly the reasons for relief 
from final judgments and time within which 
particular reasons must be urged. The reasons 
stated in clauses (l)-(5) are t h e traditional 
and common grounds for relief. ... But some 
general residual clause is necessary to cover 
unforeseen contingencies even at the risk of 
undercutting the principle of inclusiveness 
at which amended 60(b) was generally aimed. 
[Footnote references omitted] 

Clause (6) is the residual clause. After 
enumerating 5 rather specific reasons for re¬ 
lief, Rule 60(b) also authorizes the district 
court, in the exercise of a sound discretion 
to r elieve a party or his legal representative 
from a final judgment, order or proceedi • for 

'(6) any other reason justifying relief 
from th operation of the judgment.' 

The only time limitation upon relief under 
clause "5) is one of 'reasonable time'. [Em¬ 
phasis added; footnote references omitted] 

As we have seen one purpose of the 1946 re¬ 
vision was to incorporate generally the sub¬ 
stance of the old common law and equitable an¬ 
cillary remedies into amended 60(b). And to 
the extent that precedent dealing with these 
old remedies would warrant relief in a situation 
not covered by clauses (l)-(5), then that prece¬ 
dent is persuasive for the grant of relief under 
residual clause (6) ..." 

At page 342, Moore's quotes, in regard to reas- 
(6), from Judge Black's opinion in Klapprot v. 





United States . 335 U.S. 601, 614-615 (1949): 

M In simple English, the language of the 'other 
reason clause, for reasons except the five 
particularly specified, vests power in courts 
adequate to enable them to vacate judgments 
whenever such action is appropriate to accom¬ 
plish justice " [Emphasis added] 

Moore's continues at page 343; 

"It is important to note, however, that clause 
(6) contains two very important internal qual¬ 
ifications to its application: first, the mo¬ 
tion must be based upon some reason other than 
t ^ose stated in clauses (l)-(5); and second, 
the other reason urged for relief must be such 
as to justify relief. [Emphasis added] 

In reference to the first qualification, the 
very cast of the Rule and the language of 
clause (6) indicate that this residual clause 
is dealing with matter not covered in the pre¬ 
ceding five clauses. ..." 


(3) The New York Analogue 

In a footnote on Page 91, Moore 1 s comments 
that the "New York courts probably have more exten¬ 
sive control over their judgments, without the neces¬ 
sity of resorting to the common law and equitable 

remedies, than the federal courts have even with such 
remedies". 

Hence it may be helpful o take a peep into 
the applicable New York law. 
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While the New York courts have exercised a 

broad "inherent power, not confined rigidly by well 

defined rules, to set aside a verdict or vacate a 

judgment and order a new trial in the interests of 

justice" which is now said to be "codified" in or by 

Sections 4404 and 5015 of the Civil Practice Law and 

Rules (McCart hy v. Port of New York Authority . 21 A D 

2d 125, 127, 1st Dept. (1964), the power until 1955 

was confined t o vacatur and to correcting clerical or 

inadvertant errors. Thus, in 1919, the New York 

Court of Appeals wrote: 

The court had not the power to amend the 
judgment by awarding the costs of the ac¬ 
tion to the plaintiff. The rule has long 
been settled and inflexibly applied that 
the trial court has no revisory or appel- 
late jurisdiction to correct by amendment 
error in substance affecting the judgment. 

It cannot, by amendment, change the judg¬ 
ment in matter of substance for error com¬ 
mitted on the trial or in the decision, or 
limit the legal effect of it to meet some 
supposed equity subsequently called to its 
attention or subsequently arising. It can¬ 
not correct judicial errors either of com¬ 
mission or omission. Those errors are, 
under our system of procedure, to be cor¬ 
rected either by the vacating of the judg¬ 
ment or by an appeal [citing cases] ... 

Clerical errors or a mistake in the entry 
of the judgment or the omission of a right 
or relief to which a party is entitled as 
a matter of course may alone be corrected 
by the trial court through an amendment. 
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[eiting cases]. A provision withholding or 
awarding costs is a substantive part of a 
judgment in an action in equity and cannot 
be amended. (gtevens v. VerianP , 2 Lans. 90; 
gra ith v. Smith , 121 App.Div. 480; Foley v. 
? ol£ y» 15 App.Div. 276)." - 1 - 


see 


Herpe v. Herpe, 225 N.Y. 323, 327-8 (1919). 

To the same effect, among numerous other cases 


g£ 9 ple v. Jackson, 307 N.Y. 271, 275 (1954V 
MLltenberg&Samton, 1 ^. v . Falkinsham. 

273 App.Div. 631 (1948);- 

^l'9/2); f C ° f N,Y> 39 A D 2d 669 < lst Dept. 
^ 1972) BaUm > 40 A D 2d 1000 » 1001 (2d Dept. 


In 1955, by amendment of then Section 549 of 
the New York Civil Practice Act and by the adoption 
of Rule of Civil Procedure 60-a, the courts were em¬ 
powered, on hearing a motion, made within 15 days aft¬ 
er the rendition of a decision, to "set aside the de¬ 
cision, take additional testimony, amend findings of 
fact and conclusions of law or make new findings and 
conclusions and render a new decision". That power, 
in somewhat modified form, is now set forth in CPLR 
4404(b) and 4405. It is exercisable in cases "not 
triable of right by a jury" - rather than as speci¬ 
fied in the 1955 amendments "in an action tried 
without a jury" - "upon the motion of any party" 


- 29 - 




made "within 15 days after decision" or on the court's 
"own initiative", presumably at any time before "argu¬ 
ment or submission of an appeal from the final judgment" 
The "inherent power" to vacate a judgment, as disting¬ 
uished from amending, is now the subject of CPLR 5015, 
entitled "Relief from judgment or Order"; it provides: 
The court which rendered a judgment or order may re¬ 
lieve a party from it" on five specified rather narrow 
grounds. 

CPLR 4404-4405 are comparable to FRCP 59; 

CPLR 5015 is comparable to FRCP 60, but is less compre¬ 
hensive. What is important here is that New York prac- 
tice —- yer did and does not now permit the substantive 
alteration of final judgments, after a lapse of a 
short period of time, other than to vacate them. 

(4) Precedents 

Throughout Moore's extensive discussion of 
Rule 60(b) and the antecedent law, the power preserved 
or granted by that Rule is continually referred to as 
a power to grant "relief from" final judgments. No¬ 
where in the text is there a suggestion that power to 
"relieve from" includes 


or comprehends power to add 





to, to increase, to expand, to enhance. All of the 
numerous Pre-Rule and post-Rule cases cited in Moore's 
concerned relieving from or relaxing judgments and not 
wxth broadening or extending or expanding them. In 
discussing the equitable power in respect to execu¬ 
tory or continuing injunctions, some of the cases 
spoke of it as a power to modify; however, in every 
instance the cases dealt with applications for elimi¬ 
nations or terminations and not the converse (e.g.. 
Uni ted States v. Swift & Co. , 286 U.S. 106 (1932)/ 
S ystem FederaHon^ v^felght, 364 U.S. 642 ( 1961 ); 

^s«Dy^Cas_ tlnfi Corp , v , tonal La bor 
® 2 Sld, 129 F 2d 481 (7th Cir. 1942). 

To tl foregoing there is one exception, if 
it be an exception - the only one that has come to 
the attention of counsel. That one is Scott v. 

Tonn&x 307 F.Supp. 1005 (E.D.Va. 1969), aff'd 421 

F 2d 143 (4th Clr - 197 °>. «rt. denied 398 U.S. 956, 
referred to in a footnote on page 344 of Moore's . 

In that case a consent decree entered i„ 1966 broad¬ 
ly and comprehensively enjoined the defendant "from 

denying the full and equal enjoyment of all the goods 
services, facilities, privileges, advantages and 
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accommodations" of defendant's diversified establish¬ 
ment for as long as there remained located on the 
... premises the eating establishment" thereon. Aft¬ 
er that eating establishment was discontinued, the 
plaintiffs moved, in substance, for the elimination 
of the "so long as" clause. The District Court, in 
granting the motion, overruled the challenge to its 
jurisdiction on two grounds: (1) by its original 
order it "expressly retained jurisdiction"; (2) Rule 
60(b)(6). 

The Court of Appeals, 4th Circuit, without 
taking note of the jurisdiction issue, affirmed on 
the basis of the prohibitions in the Civil Rights 
Acts of 1964 and 1866 and the wide range of the en¬ 
forcement decisions and judgments thereunder. 

That determination, if justified, can be 
said that since the substance of what it did was to 
eliminate the "so long as" clause, it was a form of 
"relief from the operation of the judgment". 

Whether or not so viewed, that case has no 
application to the substitution in this case of a 
far more drastic 13-page judgment for the original 






3 1/2-page judgment. 


II 


THE POWER UNDER FRCP 60(b)(5) and (6) 

IS EXERCISABLE ONLY UPON EVIDENCE AND 
c^U!^ NGS ° F CHANGE 0F CIRCUMSTANCES 

THE DATE 0F THE JUDGMENT SO GRAVE 
JUSTIFY RELIEF FROM THE OPERATION 
OF THE JUDGMENT; HERE THERE ARE NO SUCH 
EVIDENCE OR FINDINGS. 


(1). Of the six categories of "reasons" for 
which "the court may relieve a party ... from a 

final judgment ...", only the following can poss¬ 
ibly apply here: 


"(5) ... 
judgment 
tion; or 


it is no longer equitable that the 
should have prospective applica- 


(6) any other reason justifying relief from 
the operation of the judgment." 

In Un^ed States v. Swift & Co ., supra . 286 
U.S. 106 (1932), the couLt posed the question (at 
P. 115): 

"Power to modify existing, we are brought 
to the question whether enough has been 
shown to justify its exercise." 

and re versed the District Court's partial relaxation 


of the continuing injunction precisely because it had 
not been established that the injunction had "turned 
through changing circumstances into an instrument of 
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wrong" (see pp. 114-115). At page 119, the court 
said: 


"There is need to keep in mind steadily 
the limits of inquiry proper to the case be¬ 
fore us. We are not framing a decree. We 
are asking ourselves whether anything has 
happened that will justify us now in chang¬ 
ing a decree. The injunction, wh?ther right 
or wrong, is not subject to impeachment in 
its application to the conditions that ex¬ 
isted at its making. We are not at liberty 
to reverse under the guise of readjusting. 
Life is never static, and the passing of a 
decade has brought changes to the grocery 
business as it has to every other. The in¬ 
quiry for us is whether the changes are so 
important that dangers, once substantial, 
have become attenuated to a shadow. No doubt 
the defendants will be better off if the in¬ 
junction is relaxed, but they are not suffer¬ 
ing hardship so extreme and unexpected as to 
justify us in saying that they are the vic¬ 
tims of oppression. Nothing less than a 
clear showing of grievous wrong evoked by new 
and unforeseen conditions should lead us to 
change what was decreed after years of liti¬ 
gation with the consent of all concerned." 


Can the requirements for new impositions - if 
such be within the power of the court - be less dras¬ 
tic? 


May changes be made even though nothing of 
serious consequence has happened to justify a change? 

In System Federation v. Wright . 364 U.S. 642 
(1961), the Supreme Court reversed the denial of a 
petition for relaxation because the proof did estab- 
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llsh post-judgment developments which called for the 
elimination of one of the prohibitions. The court 
there said (at p. 647-8): 


... the court cannot be required to dis- 

regard significant chane.. i’ la „ 0 ‘° f "‘ s 

do!® atisfied that what it has been 
doing has been turned through changing cir¬ 
cumstances into an instrument of wrong’ 

TIT A ba? 69 V ' Sw<ff * • SHE™. « 114- 

ll 5 ' f, balance mus t thus be st^fek between 

of tC UCle ! ° f — ^ dicat a and tha right 
oh the , co Y rt to a PP!y modified measures to 
changed circumstances”. 


In Schildhaus v. Mnp, 335 F 2 d 529 ( 2 d Cir. 
1964), the court reversed a vacatur of an injunc¬ 
tion because, although In furtherance of justice, 
the vacatur was not justified by change of circum¬ 
stances. Through Friendly, CJ, this court said 
(at p. 530): 


t-ho " The Di ^ ec ^ or ' s motion misconceived 

60fbW?? Pf ovision in F.R.Civ.Proc. 

60(b) (5) authorizing relief when 'it is no 

longer equitable that the judgment should 

have prospective application.' The rule is 

Dorta°t- be raad , without emphasis on the im- 
portant words no longer'; assuming that 

the propriety of the injunction as issued 
has passed beyond debate, it refers to some 
change in conditions that makes continued 
enforcement inequitable. ... Here the facts 

thp reC °ii ? a ui t0 the mailin 8 of notice and 
the applicable rules of law were no differ- 

hL ° f 1963 than when the judge 

had made his initial determination a year 

earlier or when we affirmed it in July; 
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the quoted clause in Rule 60(b) is 'no 
invitation to relitigation of matter ad¬ 
judged by the original judgment'. 7 
Moore, Federal Practice \ 60.26 [4], p. 

288 (1955)." 

In Stewart Dye Casing Corp. v. National Labor 
Relations Board . 129 F 2d 481, 7th Cir. 1942, the ap¬ 
plicant sought "the elimination of that part of the 
decree which calls for an election by the employees 
before its recognition as the bargaining agent" (at 
p. 486). Quoting extensively from United States v. 
Swift & Co. . 286 U.S. 106, the court denied the appli¬ 
cation because the evidence failed to establish that 
the provision "has become inapplicable by reason of 
changed conditions and circumstances arising subse¬ 
quent to its entry". 

(2). The 1972 judgment in this case was ren¬ 
dered after a very lengthy trial and several lengthy 
and detailed decisions. The present judgment purports 
to be "in accordance with the Findings of Fact and Con¬ 
clusions of Law" in those prior decisions of December 
18, 1971 and June 9, 1972 and the findings and con¬ 
clusions, dated May 7, 1974 (128A). The latter com¬ 
prises over 38 pages of legal cap (65A-103A). For the 
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most part it is a recital of pre-judgment events and 
determinations including extensive quotations from 
Judge Rosling's previous adjudications. 

Of post-judgment occurrences, only the fol- 
jkoyinfi appear: Defendant had evolved a "P/EmF" (in¬ 
tended to have all of the thermal capabilities of 
conventional diathermy) which it never marketed or 
tried to market. In the belief that the device would 
have those capabilities, defendant prepared small kits 
of wires and small parts to enable possessors of 
Diapulses to convert their devices, if they so de¬ 
sired, to P/EmF's, and in July-August, 1972 shipped 
several hundred of those kits to such possessors 
(65A-67A, 76A-85A). There is no claim and no finding 
that there were any shi p ments beyond those. Claiming 
that those shipments violated the judgment of July 18, 
1972, the plaintiff, one year later, on August 1, 1973, 
instituted a criminal contempt proceeding (65A-66A). 
After A or 5 days of trial before Judge Dooling and a 
jury, the Judge dismissed the petition because "it 
would be legal error to submit the case to the jury 
since the jury could not, on the evidence, find beyond 
a reasonable doubt"that the complained of shipments 
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were "'articles of device known as DIAPULSE, or any 
similar articles of device ... in whole or in part, 
assembled or unassembled' within the required plain 
meaning of the permanent injunction" (93A-94A). 

Judge Dooling, however, found dissatisfac¬ 
tion with the P/EmF and associated literature (79A- 
S5A). He arrived at a similar conclusion in respect 
to another modality which defendant submitted to FDA 
for approval (92A-93A). There was no claim and 
there is no asse rtion or finding in the May 7, 1974 
memorandum of any attempt whatsoever or any intention, 
after early August 1972 to make, without FDA approval, 
any interstate shipment of anything whatsoever, eith¬ 
er devices, parts, equipment or literature. None was 
made other than a number of submissions to the FDA in 
compliance with the 1972 injunction. 

What, in the foregoing recital, can justify 
the 1974 judgment in any respect in which it deviates 
from, or adds to, the 1972 judgment? 

What, in that "Memorandum Incorporating Find¬ 
ings of Fact and Order" of May 7, 1974, can the plain¬ 
tiff point to as justifying the new judgment on the 
basis of events since July 1972 - so serious or 







poignant - to overcome the cardinal principle of res 

- l udlca<:a and arrant the additional restraints and im- 
positions? 


THE RESERVATION OF JURISDICTION IN THE 

1972 JUDGMENT DOES NOT DISPENSE WITH THE 

* E i^ IREMENT 0F PR00F 0F SUBSTANTIAL CHANGE. 

INDEED, SUCH A RESERVATION DOES NOT VEST 

POWER NOT OTHERWISE POSSESSED. 

(1) * In United S tates v. Swift & Co., supra . 

286 U.S. 106, the following appears at pages 111-112: 

"The [original] decree closed with a provision 
whereby jurisdiction of the cause was retained 
for the purpose of taking such other action or 
adding at the foot such other relief ’as may 
become necessary or appropriate for the carry¬ 
ing out and enforcement' thereof, 'and for the 
purpose of entertaining at any time hereafter 
any application which the parties may make' 
with reference thereto." 

Nevertheless, the Supreme Court held that no change 

lawfully could be made in the absence of "change in 

circumstances" sufficient "to justify" the changes 

which the district court had made. It said also: 

If the reservation had been omitted, ... there 
still would be" the same power "by force of 
principles inherent in the jurisdiction of the 
chancery" (at p.119). 

Thus it seems clear that whether or not there is an ar¬ 
ticulated reservation of "jurisdiction" and regardless 






Of its terminology, the power and the extent thereof 
are the same. 


It follows that reservation of jurisdiction, 
£er se, does not vest power not otherwise possessed. 

Except as to jurisdiction over a person, it 
is a truism that consent cannot vest in a court a 
jurisdiction it does not possess by law (e.g., 

U nited States v. Mayer , 235 U.S. 55, 1914). Surely, 
a court cannot by its own edict give itself or extend 

a jurisdiction or a power it would not otherwise poss 
ess. 


(2). Moreover, the reservation in the July 
1972 judgment was far more restrictive than the res¬ 
ervation quoted above. It reads (64A): 

"The Court retains jurisdiction of this 
case for the purpose of enforcing or modifying 
this Permanent Injunction, and for the purpose 
of granting such additional relief at the In¬ 
stance of any of the parties as may hereafter 
appear necessary or appropriate." 


Thus by its own terms It bars changes other than 
such "as may hereafter appear necessary or appropriate". 
And the changes wrought by the judgment of July 1974 
have not been shown "necessary or appropriate" within 




the requirements of United States v. Swiff A r. n # and 
Schildhaus v. Moe. quoted at pages 33-36 supra . 

IV 

THE 1972 JUDGMENT HAVING BEEN AFFIRMED 
BY THIS COURT, IT, ON THAT GROUND, IS 
DOUBTFUL THAT THE DISTRICT COURT HAD 
JURISDICTION TO CHANGE THE JUDGMENT 
WITHOUT LEAVE OF THIS COURT. 

Undoubtedly, it is the general rule that, upon 
affirmance, a District Court's judgment becomes a 
judgment of the Court of Appeals, over which the Dis¬ 
trict Court has no power other than to enforce it as 
affirmed (7 Moore's Federal Practice, 2d Ed. pp. 425-9 
and cases cited therein). 

However, since the affirmed judgment in this 
case contained a reservation by the District Court of 
jurisdiction over it, it may be argued that the affir¬ 
mance was subject to that reservation. But that re¬ 
servation, we have seen, is ineffective to reserve a 
power which otherwise is unpossessed. There is a fur¬ 
ther consideration: Did this Court, by its affirmance, 
intend to cede part of Its exclusive jurisdiction and, if 
It did, was that within this Court's power? 




V 


A NUMBER OF THE PROVISIONS IN THE 
1974 JUDGMENT ARE INCONSISTENT WITH 
THE FEDERAL FOOD, DRUG AND COSMETIC 
ACT AND ARE CONTRARY TO LAW. 

(1). The 1974 judgment (see supra pp. 5-7) 
prohibits defendant from marketing interstate conven¬ 
tional diathermy devices without FDA pre-clearance of 
labeling (126A-135A). 

Such clearance is not provided for by statute 
or regulation. 

The basis of the 1972 injunction is that de¬ 
fendant had marketed athermal or non-thermal 
Diapulses with therapeutic claims that were are are 
standard for conventional diathermy % 62A-63A, 68A-72A, 
86A-94A, 98A); and the injunction related solely to 
such device (of.61A-63A with 98A and 126A-127A). It 
does not follow that therefore the defendant should 
be prohibited from marketing devices that have all of 
the thermal capabilities of conventional diathermy. 

In an earlier decision. Judge Dooling had ruled, on 
January 29, 1974 (104A): 

"... nothing on earth, of course, could pre¬ 
vent defendants from making and marketing a 

conventional diathermy machine ..." 
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(2). The 1974 judgment (see p. 7 supra) de¬ 
fines "held for sale" in Section 30l(k) of the Food, 
Drug and Cosmetic Act (hereinafter referred to as the 
Act) as including possession by a licensed practition¬ 
er for use on his patients and not for sale. Since 
defendant is not a therapist and has no patients, 
that dictum has no application to defendant. Its ef¬ 
fect can be only to prejudice the rights of persons 
who are not before the court - practitioners who may 
resist or desire to resist seizure on the ground that 
instruments which they use in the course of their 
practice are not "held for sale" and thus are not 
within the "seizure" jurisdiction of the court. 

By what principle of equity should they be 
foreclosed in absentia ? 

In United States v. Sullivan . 332 U.S. 689 
(1947), a drug which was required to be marketed 
with prescribed labeling containing danger warnings 
was sold by a pharmacist without such labeling. Clear¬ 
ly, those drugs were "held for sale". Yet, there was 
a serious question whether they were "held for sale" 
within the constitutional meaning of the statute. The 
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Supreme Court held that it did because "the Act as a 
whole was designed primarily to protect consumers 
from dangerous products" and the drug in question was 
potentially dangerous. It did not follow, the court 
said, that the same is true in relation "to food, cos 
metics and the like" and would apply to "retail gro¬ 
cers and beauty parlor operators". In the case of 
therapists using Diapulse on their patients, it is 
fanciful to assert that thereby the therapist sells 
the device or is holding it for sale. A sale is a 
transfer of title. No such transfer is effected or 
contemplated. Nor is there ever a transfer of poss¬ 
ession or in contemplation. 

(3). There is no provision in the Act for 
the recall of devices. 

Moreover, it is critically pertinent to in¬ 
quire what changes took place after July 1972 to war- 
t-he insertion in 1974 of provisions requiring 
the defendant to "cause" all present owners and hold¬ 
ers of Diapulses which had been sold during preceding 
decades - all prior to July 18, 1972 - to return them 
to the defendant? The answer is there is no 
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claim, evidence or finding of such changes. 

The recall, conversion or destruction provis¬ 
ions in sections 11(E)(2), IV(D) (1), ( 2), (3), at 
133A-135A - see supra pp. 7-9) impose upon the defend¬ 
ant a tremendous and very costly burden in respect to 
perhaps 4,000 machines sold years ago. What princi¬ 
ple of law or equity authorizes that? And we respect¬ 
fully repeat: If such provisions were not deemed nec¬ 
essary or appropriate or proper in 1972, what has oc¬ 
curred since to warrant them in 1974? 

(4). The sweeping provisions for inspection 
of the premises, files and documents, with right to 
copy (section V(B) at 135A-136A - see pp. 9-10 supra ) 
transcend the Inspection provisions of the Act - (see 
Section 374 reproduced at pages 48-50 infra ). As 
to "devices" as distinguished from food, drugs or cos¬ 
metics, the statute provides that "For purposes of en¬ 
forcement of [the Act], officers or employees duly 
designated by the Secretary, upon presenting appropri¬ 
ate credentials and a written notice to the owner, op¬ 
erator or agent in charge, are authorized (1) to enter, 
at reasonable times, any factory, warehouse or estab- 
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lishment in which ... devices ... are manufactured, 
processed, packed or held, JEor introduction iru-r, -in¬ 
terstate commerce or aft er such introdnrM™ ( Q r to 
enter any vehicle being used to transport or hold 
such ... devices ... in interstate commerce; and 
(2) to inspect, at reasonable times and within reas¬ 
onable limits and in a reasonable manner, such factory, 
warehouse, establishment, or vehicle and all pertin¬ 
ent equipment, finished and unfinished materials; con¬ 
tainers, and labeling therein". [Emphasis addedJ 

Under that section, inspection of records, 
files, papers, processes, controls and facilities, are 
authorized only in places where drugs are manufactured, 
and excluded from inspection are financial, sales, pric¬ 
ing and personnel data. The statute requires also "a 
separate notice ... for each such inspection" and, in 
certain cases, the delivery by the inspector before 
leaving the premises of a report of his findings. 

Since none of the defendant's activities since 
August or September 1972 have been "for introduction 
into interstate commerce" of anything, no inspection 
is._ warranted under Section 374 and under no circum- 
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statute, are de- 


stances , 
fendant' 


under the provisions of the 
s files, records and papers open for compulsory 


inspection. 


Moreover, if provision for inspection was not 
deemed necessary or appropriate in 1972, what reason 
is there for such provision in 1974? 


(5). Since due notice of the 1972 judgment 
»as given in accordance with its terms to all known 
possessors of Diapulses and since defendant since then 
has not sold or shipped any Diapulses in interstate 
commerce, what warrant is there for requiring the mall- 
ing to all such persons of a copy of the new judgment? 


CONCLUSION 


JUDGMENT SHOULD BE REVERSED 
VACATED, WITH COSTS. 


AND 


Respectfully submitted, 
COPAL MINTZ 

Attorney for Defendant-Appellant. 


August 27, 1974. 
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FOOD, DRUG, AND COSMETIC ACT 21 § 374 


ln*prrtnra nf Federal Food end Drug Ad* 
ininlatratlnn. under tlila xcrtlon. priivld* 
Iti^ tlmt reldetirr nldnlnrd thereunder 
from pernon falling t» I'ermlt ao-ra* to 
mid ropying iif reeurdn. allowing move- 
uient In liilrrnlnle rniunierre of food. or 
drn»r« received nr held hr him, on gov- 
eminent officer'* or eni|ihiyec'n rrqnrat, 
ohnll not he used In criminal iironeeutinn 
of mieli pernnn. where section* 372 and 
374 of tlila title mithnrlte aucli ty|>e of 
Inapeetlon, Investigation and collection of 
anmplea and defendant* voluntarily sup- 
plied Information nought by Inapectora. 
Id. 

Thin acctlon providing that record* of 
Interstate ahipnienta of food, drugs, etc., 
shall be subject to Inspection liy govern¬ 
ment agent but that evidence thus ob¬ 
tained shall not be uted In criminal pros¬ 
ecution of person from whom obtained 


was not applicable to aupprcaa evidence 
voluntarily given government agent who 
made Inspection pursuant to section 374 
of this title authorising factory Inxixc- 
tlnn U. S v. Scientific Alda Co.. TI.C.N. 
J.1KW. 117 F.Supp. CM. 

In prosecution for having Introduced 
lulshrnndrd drug* Into liiterslnle com- 
inercu and for lulshraiidiug drug* held 
and Intended for shipment In Interstate 
commerce wherein defendant* moved to 
suppress evidence allegedly acquired l,y 
government agent In violation of defend- 
anta* constitutional and statutory right* 
under thl* section, evidence showed that 
defendants lisd voluntarily surrendered 
such cvidcocc and had voluntarily made 
pertinent record* available to government 
and had acquiesced In agent's anamina¬ 
tion of such records. Id. 


§ 374. Inspection—Right of agents to enter; scope of in- 

spcction; notice; promptness; exclusions 

(a) For purposes of enforcement of this chapter, officers or em¬ 
ployees duly designated by the Secretary, upon presenting a, opriatc 
credentials and a written notice to the owner, operator, or agent in 
charge, arc authorized (1) to enter, at reasonable times, any factory, 
wat chouse, or establishment in which food, drugs, devices, or cosmet¬ 
ics are manufactured, processed, packed, or held. for introduction into 
interstate commerce or after such introduction, or to enter any vehicle 
being used to transport or hold such food, drugs, devices, or cosmetics 
in interstate commerce; and (2) to inspect, at reasonable times and 
within reasonable limits and in a reasonable manner, such factory, 
waichouse, establishment, or vehicle and all perunerjt equipment, fin¬ 
ished and unfinished materials; containers, and labeling therein. In 
the case of any factory, Warehouse, establishment, or consulting labo¬ 
ratory in which prescription drugs are manufactured, processed, 
packed, or held, the inspection shall extend to all things therein (in¬ 
cluding records, files, papers, processes, controls, and facilities) bear¬ 
ing on whether prescription drugs which are adulterated or misbrand¬ 
ed within the meaning of this chapter, or which may not be manufac¬ 
tured, introduced into interstate commerce, or sold, or offered for sale 
by reason of any provision of this chapter, have been or arc being 
manufactured, processed, packed, transported, or held in any such 
place, or otherwise bearing on violation of this chapter. No inspection 
authorized for prescription drugs by the preceding sentence shall ox- 
tena to (A) financial data, (B) sales data other than shipment data. 
(C) pricing data, (D) personnel data (other than data as to Qualifica¬ 
tions of technical and professional personnel performing functions 

459 
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21 §374 


FOOD AND DKUGS 


subject to this chapter), and (E) research data (other than data re 
luting to new drugs <md antihiolic drugs, subject to reporliiw'-, i 
inspection under regulations lawfully issued pursuant to scition :Jif,(i) 
or (j) or section 357(d) or (g) of this title, and data, relating o'’hr 
druss. which ,n the ease of a new drug would be subject to relr 

“ {TO !‘."! Icr ,awful ‘‘emulations issued pursuant to section 
35a(j) of this title). A separate notice shall be fciven for each s, !h 
inspection, but a notice shall not be required for each entry made dor 
ing he period cove; .d by the inspection. Each such inspection shall 

*"? C ° mi,lctC, ‘ wilh reasonable promptness. 1 The provi 
•ions of the second sentence of this subsection shall not apply to- 

(1) pharmacies which maintain establishments in conformance 
vith any applicable local laws reflating the practice of pharmacy 

c n 2 ‘ C ; C a Which arc rcpul;,rl y engaged in dispensing pre 
cription drugs, upon prescriptions of practitioners licensed to 

Uon ™t r tH UCh drUg V° Palicnt3 Undcr thc ^ such practi! 
loners in thc course of their professional practice, and which do 

p n a°re C nro C nV h r eh “ SUbaidiar * or ot ^rwL. manufacJre. re 
in k, f ' compound, or process drugs for sale other than 

iru s , nl r“uil“ Ur ‘ C b “ inc ” * **«*« « «UI., 

^r r * by law *> prescribe er'adminbw, 

drugs and who manufacture, prepare, propagate, compound or 

,n “ <« “S' to to' cour JJ ttii- 

(3) persons who manufacture, prepare, propagate com no n 

USC in rC3CarC ^ ^ Chi *fW-0r chcn'iica*; 


W rllcri: report to owner, cop, i„ Srrrrlarj. 

(b) Upon completion of any such inspection of a factory ware 
house, consulting laboratory, or other establishment and prior to 

uon shall give to the owner, operator, or agent in charge a 

which' Z\ SCtUn i f ° nh any COndilions or Practices observed by mm 
ch, in his judgment, indicate that any food. drug, device or cos 

fTlthv n csta . bl,shmcnt consists in whole or in part of any 

packed ^or'held" dc . COm ? osod ^bstancc, or (2) has been prepared, 
packed, or held under insanitary conditions whereby it may have 

become contaminated with filth, or whereby it may havl leen rel 
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Ch. 9 FOOD. DRUG, AND COSMETIC ACT 21 § 374 

tiered injurious to health. A copy of such report shall be sent 
promptly to the Secretary. 

Ilrrrljii for Maniple* fnitfn 

(c) If the officer or employee making any such inspection of a fac¬ 
tory, warehouse, or other establishment has obtained any sample in 

° f th f. n,l '»’ cct . ,on * “l 10 " completion of the inspection and 
pnoi to leaving the premises he shall give to the owner, operator, or 
agent in charge a receipt describing the samples obtained. 

Analysis nr samples furnished owner 

(d) Whenever in the course of any such inspection of a factory or 
other establishment where food is manufactured, processed, or packed, 
the oft iccr or employee making the inspection obtains a sample of any 
such food, and an analysis is made of such sample for the purpose of 
ascertaining whether such food consists in whole or in part of any 
filthy, putrid, or decomposed substance, or is otherwise unfit for food, 
a copy of the results of such analysis shall be furnished promptly to 
the owner, operator, or agent in charge. 

'« 5 \ 1938, C ‘ 675, 5 704, 52 Stat ‘ 1057 : 194 <> Rcorg. Plan No. IV. § 
12. eff. June 30, 1940, 5 F.R. 2422, 54 Stat. 1237; 1953 Rcorg Plan 
No i, § 5, eff. Apr. 11. 1953, 18 F.R. 2053. 67 Stat. 631; Aug 7 

on, 5 / f* ???’ § 67 Stat - 476: 0ct ' 10 > 1962 - Pub - L - 87-781. Title II § 

201(a), (b), 76 Stat. 792. 


Historical No to 


1DCJ Amrmlmrnt. SubsCC. (ft). I’uh. 

S7-7S1, | 2M(n). ex ten tied the inspec- 
tion, where prescription drugs »rc innim. 
fnetured, processed, parked, or held, to 
all things bearing on whether adullerat- 
ed or miftbrnnded drug*, or «ny which 
niny not be ninnuracturcd. Introduced In 
Intorsiato commerce, or aold or offered 
for tale under any provision of thla 
chapter, havo been or aro being manu¬ 
factured, processed, packed, transported 
or held In any such place, or otherwise 
hearing on violation of this chapter, but 
excluded from such inspection, data con¬ 
cerning finance, soles, other limn ship, 
ment, pricing, personnel, other than .ec¬ 
lating to new drug., subject to rcpM|t,|i\g, 
provided that the provisions of the sec¬ 
ond ftentenco of thla subsection shall iho 
Inapplicable to pharmacies, practitioners 
end other persons enumerated In pars. 
(l)-(t), and eliminated “aro held” pre¬ 
ceding “after such Introduction." 

Subsec. (b). Pub.L. *7-781, | 201(b), 
Inserted "consulting laboratory" fallow¬ 
ing "warehouse." 


I9.-.J Amendment. Act Aug. 7. 10.73 de-ig- 
noted existing provisions ns subset. 
mid amended them by substituting ,■<«. 
visions permitting entry and Inspect.m, 
upon presentntiun of appropriate creden¬ 
tials and a written notice to the owner, 
operator, or agent in charge for provl- 
sions which authorised entry nnd In¬ 
spection only after making a rc.ui-st ana 
obtaining permission from the owner, op- 
orator, or custodian, and Inserting pro- 
vliions requiring a separate written no- 
tlco for each Inspection but not for each 
entry mndo during the period covered by 
tho inspection, and directing that the in¬ 
spection shall bo conducted within rea¬ 
sonable limits, in a reasonable manner 
and completed with reasonable prompt- 
ness, nnd added suhsecs. (b)-(d). 

KfTertlvo lists of ItiQt Amendment. 
Amendment of section by l’ub.f. «7-7el 
effect I vo Oct. JO, 1002. seo section 203 of 
Pub.L, *7-7*1, set out as a note under 
section 332 of this title. 

t-f foetus Dnto. Section effective twclvo 
months after Juno 24. 1038, ses section 


461 


ft 
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